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DETAILED ACTION 
Claim Objections 

1 . Claims 6, 20-21 and 29-30 are objected to because of the following informalities: 
In regards to claims 6 and 29, remove "further comprising:" at line 1. 

In regards to claim 20, at line 1, "the expression element" should apparently read 
-the expression member- or -an expression element- to avoid a potential lack of 
antecedent basis problem. 

Appropriate correction Is required. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

3. Claims 1-2, 5-7, 10-14, 17-22 and 25 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Searle etal. (US Patent Application Publication No. 
2002/0087180). 

In regards to claim 1, Searle et al. disclose(s) a sampling device 10, comprising: 
a lancet 14 configured to form an incision in skin; 

an expression member 12 having a band 20 for receiving the lancet 14; wherein 
the band 20 is moveable between a relaxed position over the incision in skin and a 
contracted position over the incision; 
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a compression member 16 configured to contact and traverse the expression 
member 12 wherein the band 20 compresses from the relaxed position to the 
contracted position to express bodily fluid from the incision in skin; 

a housing configured to contact the skin near the incision; and 

wherein at least a portion 24 of the expression member 12 is resilient in order to 
return to the relaxed position (see figs. 2 and 7-8; see par 0026). 

It is noted that the expression member 12 ofSearle et al. is moveable between a 
relaxed position and a contracted position; as such, the band expression and all of its 
components (i.e. band, lancet, fingers) can be construed as moveable between a 
relaxed position and a contracted position (see claim 1 of Searle et ai). 

In regards to claim 2, Searle et al. disclose(s) a sampling device 10 wherein the 
band 20 has an annular shape (see fig. 2). 

In regards to claim 5, Searle et al. disclose(s) a sampling device 10 wherein the 
band 20 is resilient (see figs, 7-8; see par 0021 , at lines 6-8). 

In regards to claim 6, Searle et al. disclose(s) a sampling device 10 further 

comprising: 

wherein the expression member 12 includes a skin contacting portion 18 capable 
of surrounding the band 20 and wherein the skin contacting portion 18 is moveable 
between a relaxed position over the incision in skin and a contracted position over the 
incision to express bodily fluid from the incision in skin (see figs. 7-8). 

In regards to claim 7, Searle et al. disclose(s) a sampling device 10 wherein the 
housing has a concave shape (see figs. 7-8). 
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In regards to claim 10, Searle et al. disclose(s) a sampling device 10 wherein the 
compression member 16 includes a passageway 42 to at least partially receive the 
expression member 12 (see figs. 7-8; see par 0026). 

In regards to claim 11, Searle et al. disclose(s) a sampling device 10 wherein the 
band 20 is capable of contact the skin (see figs. 7-8). 

In regards to claim 12, Searle et al. disclose(s) a sampling device 10, comprising: 

an expression member 12 having a skin contacting portion 18 that is moveable 
between a relaxed position over an incision in skin and a contracted position over an 
incision; 

a compression member 16 configured to contact the skin contacting portion 18 of 
the expression member 12 to move the skin contacting portion 18 from the relaxed 
position to the contracted position; 

a housing to contact the skin near the incision; and 

wherein at least a portion of the expression member 12 is resilient in order to 
return to the relaxed position (see figs. 2 and 7-8; see par 0026). 

In regards to claim 13, Searle et al. disclose(s) a sampling device 10, wherein the 
expression member 12 includes a passageway 20 that is moveable between a relaxed 
position over the incision in the skin and a contracted position over the incision (see 
figs. 7-8). 

In regards to claim 14, Searle et al. disclose(s) a sampling device 10, wherein the 
passageway 42 is resilient (see figs. 7-8; see par 0021, at lines 6-8). 
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In regards to claim 17, Searle et al. disclose(s) a sampling device 10, wherein the 
expression member 12 includes at least one resilient band 20 (see figs. 7-8). 

In regards to claim 18, Searle et al. disclose(s) a sampling device 10, wherein the 
band 20 is configured to express bodily fluid from the incision (see figs. 2 & 7-8). 

In regards to claim 19, Searle et al. disclose(s) a sampling device 10, wherein the 
band 20 has an annular shape (see fig. 2). 

In regards to claim 20, Searle et al. disclose(s) a sampling device 10, wherein the 
expression element includes at least one resilient finger 24 (see figs. 7-8). 

In regards to claim 21, Searle et al. disclose(s) a sampling device 10, wherein the 
finger 24 is configured to express bodily fluid from the incision (see figs. 7-8). 

In regards to claim 22, Searle et al. disclose(s) a sampling device 10, further 
comprising a lancet 14 configured to form the incision in skin (see figs. 7-8). 

In regards to claim 25, Searle et al. disclose(s) a sampling device 10, wherein the 
housing is a concave shape (see figs. 7-8). 

4. Claims 26-31 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Douglas et al. (US Patent No. 6,332,871). 

In regards to claim 26, Douglas et al. disclose(s) a method of expressing a body 
fluid, comprising: 

positioning a sampling device 1 over an incision in skin; 

wherein the sampling device 1 includes a housing to contact the skin near the 
incision; and 
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expressing body fluid from the incision with the sampling device 1 by repeatedly 
squeezing and compressing the skin around the incision to allow body fluid to flow to 
the incision (see figs. 4F-G & 12A-12B; column 6/lines 1 1-27; column 16/lines 31-34 & 
59-67; column 17/lines 3-10). 

In regards to claim 27, Searle et al. disclose(s) a method of expressing a body 
fluid, further comprising: 

forming the incision in skin with a lancet 30 of the sampling device 1 (see figs. 
12A-12B). 

In regards to claim 28, Douglas et al. disclose(s) a method of expressing a body 
fluid, further comprising: collecting the body fluid with a test strip 83 of the sampling 
device 1 (see figs. 12A-12B). 

In regards to claim 29, Douglas et al. disclose(s) a method of expressing a body 
fluid, further comprising: 

wherein the sampling device 1 includes an expression member 25 to resiliently 
move from a relaxed position to a contracted position in which the skin near the incision 
is squeezed and compressed (see figs. 12A-B; column 6/lines 1 1-27). 

In regards to claim 30, Douglas et al. disclose(s) a method of expressing a body 
fluid, wherein the expression member 25 moves from the contracted position to the 
relaxed position (see figs. 12A-B; column 6/lines 11-27). 

In regards to claim 31, Douglas et al. disclose(s) a method of expressing a body 
fluid, wherein the housing is a concave shape to urge body fluid towards the incision in 
skin (see figs. 12A-B). 
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Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claims 3-4 and 15-16 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Searle et al. C180) in view of Lange et al. (US Patent No. 5,318,584). 

Searle et al. disclose(s) a sampling device 10, as described above, that teaches all 
the limitations of the claims except Searle et al. do not teach lobes. However, Lange et 
al. disclose a sampling device comprising lobes 29 (see figs. 1, 5 & 7). It would have 
been obvious to one of ordinary skill in the art at the time Applicant's invention was 
made to provide a device similar to that of Searle et al. with lobes similar to that of 
Lange et al. in order to releasably lock the expression and compression members 
together (i.e. by replacing the system of elements 48 with a lobe system similar to those 
of Lange et al.) so as to be able to allow the cannula to travel and lock (see column 
5/lines 34-44). 

7. Claims 8-9 and 23-24 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Searle et al. (^180) in view of Mitchen (US Patent No. 5,014,718). 

Searle et al. disclose(s) a sampling device 10, as described above, that teaches 
all the limitations of the claims except Searle et al. do not teach a test strip. However, 
Mitchen discloses a sampling device 1 comprising a test strip 19 (see figs. 2-4). It would 
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have been obvious to one of ordinary skill in the art at the time Applicant's invention was 
made to provide a device similar to that of Searle et al. with a test strip similar to that of 
Mitchen in order to test the body fluid (see Mitchen, column 3/lines 12-16). 

Conclusion 

8. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

US Patent No. 6.752,817 to Flora et al. discloses a split pressure ring for lancing 
device and method of operation. 

US Patent Application No. 2005/0085839 to Allen et al. discloses a lancing 
device with a floating probe for control of penetration. 

US Patent No. 5,540,709 to Ramel discloses a lancet device comprising a body 
and a base. 

US Patent No. 5,964,718 to Duchon et al. discloses a body fluid sampling device 
comprising an expression ring. 

US Patent No. 6,537,242 to Palmer discloses a method and apparatus for 
enhancing penetration of a member for intradermal sampling or administration of a 
substance. 

US Patent No. 6,056,765 to Bajaj et al. discloses lancet device with an adjustable 
digit-constricting member. 

US Patent No. 2,646,799 to Jacoby, Jr. discloses a blood lancet. 
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9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Rene Towa whose telephone number is (571) 272-8758. 
The examiner can normally be reached on M-F, 8:00-16:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). ,y/7 . 
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